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(44) Any unlawful sexual activity,
$250.

(45) Jogging, bicycling, sledding or
any recreational physical activity con-
ducted on cemetery grounds, $50.

(c) Enforcement procedures. (1) VA ad-
ministration directors will issue poli-
cies and operating procedures gov-
erning the proper exercise of arrest and
other law enforcement actions, and
limiting the carrying and use of weap-
ons by VA police officers. VA police of-
ficers found qualified under respective
VA administration directives and duly
appointed heads of facilities for the
purposes of 38 U.S.C. 902(b)(1), will en-
force these rules and regulations and
other Federal laws on VA property in
accordance with the policies and oper-
ating procedures issued by respective
VA administration directors and under
the direction of the head of the facil-
ity.

(2) VA administration directors will
prescribe training for VA police offi-
cers of the scope and duration nec-
essary to assure the proper exercise of
the law enforcement and arrest author-
ity vested in them and to assure their
abilities in the safe handling of situa-
tions involving patients and the public
in general. VA police officers will suc-
cessfully complete prescribed training
in law enforcement procedures and the
safe handling of patients as a condition
of their retention of statutory law en-
forcement and arrest authority.

(3) Nothing contained in the rules
and regulations set forth in paragraph
(a) of this section shall be construed to
abrogate any other Federal laws or reg-
ulations, including assimilated offenses
under 18 U.S.C. 13, or any State or local
laws and regulations applicable to the
area in which the property is situated.

[60 FR 29226, July 18, 1985, as amended at 80
FR 49162, Aug. 17, 2015]

§1.220 On-site activities by pharma-
ceutical company representatives at
VA medical facilities.

(a) Scope. This rule governs on-site,
in-person promotional activities, in-
cluding educational activities, by phar-
maceutical company representatives at
VA medical facilities. It does not apply
to the distribution of information and
materials through other means.
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(b) Definitions. For the purposes of
this section:

Criteria-for-use means clinical criteria
developed by the Department of Vet-
erans Affairs (VA) at a National level
that describe how certain drugs may be
used. VA’s criteria-for-use are avail-
able to the public at www.pbm.va.gov.
Exceptions may be applied at the local
level for operational reasons.

Drug or drugs means:

(1) Articles recognized in the official
United States Pharmacopoeia, official
Homeopathic Pharmacopoeia of the
United States, official National For-
mulary, or any supplement to any of
them;

(2) Articles intended for use in the di-
agnosis, cure, mitigation, treatment,
or prevention of disease in man or
other animals;

(3) Articles (other than food) in-
tended to affect the structure or any
function of the body of man or other
animals; and

(4) Articles intended for use as a com-
ponent of any article specified in para-
graphs (1), (2), or (3) of this definition.

Drug-related supplies means supplies
related to the use of a drug, such as
test strips or testing devices, inhalers,
spacers, insulin syringes, and tablet
splitters.

New molecular entity refers to a drug
product containing an active ingre-
dient that has never before received
U.S. Food and Drug Administration ap-
proval.

Non-promotable drugs are drugs des-
ignated by VA as non-promotable on
hitp://www.pbm.va.gov. A 1list of the
drugs or drug-related supplies classi-
fied by VA as non-promotable may be
requested by contacting the VA med-
ical facility’s Chief of Pharmacy Serv-
ices.

Non-VANF drugs or drug-related sup-
plies means drugs or drug-related sup-
plies that do not appear on the VANF.

Pharmaceutical company representative
means any individual employed by or
contracted to represent a pharma-
ceutical manufacturer or retailer.

VA medical facility means any prop-
erty under the charge and control of
VA used to provide medical benefits,
including Community-Based Out-
patient Clinics and similar facilities.
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VA National Formulary (VANF) drugs
and/or drug-related supplies means any
drug or drug-related supply that ap-
pears on the VA National Formulary
(VANF). The VANF is available at
www.pbm.va.gov, or may be requested
by contacting the VA medical facility’s
Chief of Pharmacy Services.

Veterans Integrated Service Network
(VISN) means one of the networks of
VA medical facilities located in a par-
ticular region as designated by VA.

(c) Promotion of drugs and drug-related
supplies. Notwithstanding §1.218(a)(8),
VA will allow promotion of VANF
drugs and drug-related supplies, and
non-VANF drugs and drug-related sup-
plies with criteria-for-use, on-site and
in-person at VA medical facilities if all
of the following are true:

(1) Drugs or drug-related supplies are
discussed, displayed and represented
accurately;

(2) The promotion has significant
educational value and does not inap-
propriately divert VA staff from other
activities that VA staff would other-
wise perform during duty hours, in-
cluding patient care and other edu-
cational activities; and

(3) The drug or drug-related supply
has not been classified by VA as non-
promotable.

(d) Promotion of non-VANF drugs and
drug-related supplies without criteria-for-
use. Non-VANF drugs and drug-related
supplies without criteria-for-use may
be promoted only if the requirements
of paragraphs (c)(1) through (3) of this
section are met and the promotion is
specifically permitted by the VISN
Pharmacist Executive, or Chief of
Pharmacy Services, or designee.

(e) Promotion of a new molecular enti-
ty. A new molecular entity may be pro-
moted only if the requirements of para-
graphs (c¢)(1) through (3) of this section
are met and the promotion is specifi-
cally permitted by the VISN Phar-
macist Executive, or Chief of Phar-
macy Services, or designee. Such per-
mission will be automatically revoked
if the new molecular entity is subse-
quently designated mnon-promotable.
Such permission must be reconsidered
if the new molecular entity is denied
VANF status.

(f) Educational programs and associated
materials. For purposes of this section,
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an educational program is a pre-sched-
uled event or meeting during which a
pharmaceutical company representa-
tive provides information about a drug
or drug-related supply. All educational
programs and associated materials
must receive prior approval from the
person at the VA medical facility to
whom such approval authority has
been delegated under local policy, usu-
ally the Chief of Pharmacy Services.
All materials associated with a pro-
posed educational program must be
provided at least 60 days before the
proposed date of the educational pro-
gram or distribution of associated ma-
terials, unless VA agrees in an indi-
vidual case to a different date, so that
a determination of their suitability can
be made. The approval authority will
deem suitable any educational program
and associated materials if it is part of
a risk evaluation and mitigation strat-
egy or other duty imposed by the Food
and Drug Administration. Otherwise,
educational programs and associated
materials will be deemed suitable if the
approval authority determines that
they conform to the following require-
ments:

(1) Industry sponsorship must be dis-
closed in the introductory remarks and
in the announcement brochure. Spon-
sorship includes any contribution,
whether in the form of staple goods,
personnel, or financing, intended to
support the educational program.

(2) If industry-sponsored and non-
sponsored sources of data or other ana-
lytical information exist for FDA-ap-
proved uses of a particular drug, a di-
rect comparison between the two
sources must be disclosed in the intro-
ductory remarks and in the announce-
ment brochure.

(3) The educational program does not
solicit protected health information or
patient participation in pharma-
ceutical company-sponsored programs,
except as may be required by Federal
laws and regulations such as an edu-
cational program that is part of a risk
evaluation and mitigation strategy re-
quired by the Food and Drug Adminis-
tration.

(4) Patient educational materials
must not contain the name or logo of
the pharmaceutical manufacturer or be
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used for promotion of a specific medi-
cation, unless the VA Pharmacy Bene-
fits Management Service determines
that the logo or name is inconspicuous
and legal requirements (e.g., trade-
mark requirements) make their re-
moval impractical. However, this re-
quirement does not apply to labeling
required by the Food and Drug Admin-
istration.

(5) Educational programs and associ-
ated materials regarding a drug, drug-
related supply, or a new therapeutic in-
dication for a drug that is already on
the VANF but has not yet been re-
viewed by VA, must be submitted by
the pharmaceutical company or phar-
maceutical company representative to
the VA medical facility’s Chief of
Pharmacy Services or designee.

(6) Educational programs and associ-
ated materials focusing primarily on
non-VANF drugs or drug-related sup-
plies without criteria-for-use are per-
mitted only if those drugs or drug-re-
lated supplies may be promoted under
paragraph (d) of this section.

(g) Providing gifts, drugs or other pro-
motional items to VA employees or facili-
ties—(1) General. No pharmaceutical
company representative may give, and
no VA employee may receive, any item
(including but not limited to pro-
motional materials, continuing edu-
cation materials, textbooks, entertain-
ment, and gratuities) that exceeds the
value permissible for acceptance under
government ethical rules (5 CFR
2635.204(a)). However, such items may
be donated to a medical center library
or individual department for use by all
employees, in accordance with medical
center policy. Gifts in support of VA
staff official travel may be accepted by
the Department subject to advance
legal review in accordance with 31
U.S.C. 1353, 41 CFR part 304, and VA
policy regarding such gifts.

(2) Samples of drugs and drug-related
supplies. Pharmaceutical company rep-
resentatives must submit samples of
drugs and drug-related supplies for ap-
proval to the person at the medical fa-
cility to whom such responsibility is
delegated under local policy, usually
the Director. All usage information
pertaining to these drugs or drug-re-
lated supplies must be forwarded to the
VISN Pharmacist Executive or VISN
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Formulary Committee. All samples of
drugs or drug-related supplies must be
delivered to the Office of the Chief of
Pharmacy Services for proper storage,
documentation and dispensing. Drug or
drug-related supply samples may not
be provided to VA staff for their per-
sonal use.

(3) Donations of food. Pharmaceutical
company representatives may not pro-
vide food items of any type or any
value to VA staff (including volunteers
and without compensation employees)
or bring food items into VA medical fa-
cilities for use by non-VA staff (e.g.,
employees of affiliates).

(h) Conduct of pharmaceutical company
representatives. In addition to the other
provisions in this section, pharma-
ceutical company representatives must
conform to the following:

(1) Contacts must be by appointment
only. In order to minimize the poten-
tial for disruption of patient care ac-
tivities, a pharmaceutical company
representative must schedule an ap-
pointment before each visit. Access to
VA medical facilities by a pharma-
ceutical company representative with-
out an appointment is not permitted
under any circumstances. VA medical
facilities may develop a list of individ-
uals or departments that may not be
called-on by pharmaceutical company
representatives. A pharmaceutical
company representative must not at-
tempt to make appointments with, or
leave any materials for, individuals or
departments on the list. The list may
be obtained at the VA medical facility
office of the Chief of Pharmacy Serv-
ices. A pharmaceutical company rep-
resentative visiting a VA medical facil-
ity for a scheduled appointment may
not leave promotional materials for, or
initiate requests for meetings with,
other VA staff; however, pharma-
ceutical company representatives may
respond to requests initiated by VA
staff during the visit.

(2) Paging VA employees. A pharma-
ceutical company representative may
not use the public address (paging) sys-
tem to locate any VA employee. Con-
tacts using the electronic paging sys-
tem (beepers) are permissible only if
specifically requested by the VA em-
ployee.
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(3) Marketing to students. Pharma-
ceutical company representatives are
prohibited from marketing to medical,
pharmacy, nursing and other health
profession students, including resi-
dents. Exceptions may be permitted
when approved by, and conducted in
the presence of, the staff member pro-
viding clinical supervision.

(4) Attendance at conferences. A phar-
maceutical company representative
may not attend a medical center con-
ference where information regarding
individual patients is discussed or pre-
sented.

(5) Patient care areas. Pharmaceutical
company representatives generally
may not wait for scheduled appoint-
ments or make presentations in pa-
tient-care areas, but may briefly travel
through them, when necessary, to meet
in a staff member’s office. Patient-care
areas include, but are not limited to:

(i) Patient rooms and ward areas
where patients may be encountered;

(ii) Clinic examination rooms;

(iii) Nurses stations;

(iv) Intensive care units;

(v) Operating room suites;

(vi) Urgent care centers;

(vii) Emergency rooms (but not staff
offices that may be located in them); or

(viii) Ambulatory treatment centers.

(6) Distribution of materials. Pharma-
ceutical company representatives may
only distribute materials on-site at the
time and location of a scheduled ap-
pointment or educational program. In
no circumstances may materials be left
in patient care areas.

(i) Non-compliance. (1) General. The
visiting privileges of a pharmaceutical
company representative or multiple
representatives may be limited, sus-
pended, or revoked by the written
order of the Director of the VA medical
center of jurisdiction if the Director
determines the pharmaceutical com-
pany representative(s) failed to comply
with the requirements of this section.

(2) Notice of interim action. The Direc-
tor will notify the pharmaceutical
company representative of the non-
compliance and of the Director’s in-
terim action under paragraph (i)(4) of
this section. The Director will also no-
tify the supervisor of the pharma-
ceutical company representative(s) if
there have been multiple instances of
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misconduct. The notice will offer 30
days to provide a response; however,
the interim action will be enforced ef-
fective the date of the notice.

(3) Final written order. At the end of
the 30-day period for a response, or
after the Director receives a timely re-
sponse, the Director will issue to the
pharmaceutical company representa-
tive and supervisor a final written
order either confirming the action
taken as indicated in the notice, or
specifying another action to be taken
under paragraph (i)(4) of this section.
The written order may also state that
the Director has determined that no
further action is required. Any final
written order issued by the Director
shall include a summary of the cir-
cumstances of the violation, a listing
of the specific provisions of this sec-
tion that the pharmaceutical company
representative(s) violated, and the
bases for the Director’s determination
regarding the appropriate action. No-
tice concerning a final written order
suspending or permanently revoking
the visiting privileges of multiple phar-
maceutical company representatives
shall include specific notice concerning
the right to review of the Director’s
order by the Under Secretary for
Health.

(4) Actions. Actions that may be im-
posed under this section include limi-
tation, suspension, or permanent rev-
ocation of visiting privileges at one or
more VA medical facilities. In deter-
mining the appropriate action, the Di-
rector shall consider the requirements
of this section, the circumstances of
the improper conduct, any prior acts of
misconduct by the same pharma-
ceutical company representative, any
response submitted by the pharma-
ceutical company representative or
their supervisor under paragraph (i)(2)
of this section, and any prior written
orders issued or other actions taken
with respect to similar acts of mis-
conduct.

(6) Review. The pharmaceutical com-
pany may request the Under Sec-
retary’s review within 30 days of the
date of the Director’s final written
order by submitting a written request
to the Director. The Director shall for-
ward the initial notice, any response,
the final written order, and the request
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for review to the Under Secretary for a
final VA decision. VA will enforce the
Director’s final written order while it
is under review by the Under Sec-
retary. The Director will provide the
individual who made the request writ-
ten notice of the Under Secretary’s de-
cision.

(Authority: 38 U.S.C. 501)
[77 FR 13007, Mar. 5, 2012]

PARKING FEES AT VA MEDICAL
FACILITIES

§1.300 Purpose.

Sections 1.300 through 1.303 prescribe
policies and procedures for establishing
parking fees for the use of Department
of Veterans Affairs controlled parking
spaces at VA medical facilities.

(Authority: 38 U.S.C. 501, 8109)
[63 FR 25490, July 7, 1988]

§1.301 Definitions.

As used in §§1.300 through 1.303 of
this title:

(a) Secretary means the Secretary of
Veterans Affairs.

(b) Eligible person means any indi-
vidual to whom the Secretary is au-
thorized to furnish medical examina-
tion or treatment.

(c) Garage means a structure or part
of a structure in which vehicles may be
parked.

(d) Medical facility means any facility
or part thereof which is under the ju-
risdiction of the Secretary for the pro-
vision of health-care services, includ-
ing any necessary buildings and struc-
tures, garage or parking facility.

(e) Parking facilities includes all sur-
face and garage parking spaces at a VA
medical facility.

(f) Volunteer worker means an indi-
vidual who performs services, without
compensation, under the auspices of
VA Voluntary Service (VAVS) at a VA
medical facility, for the benefit of vet-
erans receiving care at that medical fa-
cility.

(Authority: 38 U.S.C. 8109)
[63 FR 25490, July 7, 1988]

§1.302 Applicability and scope.

(a) The provisions of §§1.300 through
1.303 apply to VA medical facility park-
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ing facilities in the United States, its
territories and possessions, and the
Commonwealth of Puerto Rico, and to
such parking facilities for the use of
VA medical facilities jointly shared by
VA and another Federal agency when
the facility is operated by the VA. Sec-
tions 1.300 through 1.303 apply to all
users of those parking facilities. Fees
shall be assessed and collected at med-
ical facilities where parking garages
are constructed, acquired, or altered at
a cost exceeding $500,000 (or, in the case
of acquisition by lease, $100,000 per
year). The Secretary, in the exercise of
official discretion, may also determine
that parking fees shall be charged at
any other VA medical facility.

(b) All fees established shall be rea-
sonable under the circumstances and
shall cover all parking facilities used
in connection with such VA medical fa-
cility.

(Authority: 38 U.S.C. 8109)
[63 FR 25490, July 7, 1988]

§1.303 Policy.

(a) General. Parking spaces at VA
medical facilities shall only be pro-
vided under the following conditions:

(1) VA and its employees shall not be
liable for any damages to vehicles (or
their contents) parked in VA parking
facilities, unless such damages are di-
rectly caused by such employees acting
in the course of their VA employment.

(2) Parking facilities at VA medical
facilities shall only be made available
at each medical facility for such peri-
ods and under such terms as prescribed
by the facility director, consistent
with §§1.300 through 1.303.

(3) VA will limit parking facilities at
VA medical facilities to the minimum
necessary, and administer those park-
ing facilities in full compliance with
ridesharing regulations and Federal
laws.

(b) Fees. (1) As provided in §1.302, VA
will assess VA employees, contractor
employees, tenant employees, visitors,
and other individuals having business
at a VA medical facility where VA
parking facilities are available, a park-
ing fee for the use of that parking facil-
ity. All parking fees shall be set at a
rate which shall be equivalent to one-
half of the appropriate fair rental value
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